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DETAILED ACTION 
Claim Objections 

1. Claims 51-52 objected to because of the following informalities: In claims 51 & 52, line 

1, "claims'* should have read -claim-. Appropriate correction is required. 

Claim Rejections - 35 USC§112 

2. Claims 15-16 and 47-50 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

1) Claim 15 appears should have depended on claim 14 since a claim could not depend 
on itself. 

2) Claim 16 appears should have depended on claim 15 since a claim could not depend 
on itself. 

3) Claims 47-48 appear should have depended on claims 40 and 47, respectively, since 
claims 15-16 which depended on claim 14 already included the claimed limitation of claims 47- 
48. 

4) Claims 49-50 appear should have depended on claims 40 and 49, respectively; also, 
"analyte" of line 1 of the claims should have read —sample- since the independent claim already 
established the antecedence that the "analyte" is a gas and therefore could not be at the same 
time a "liquid". 

(Note: The following prior art consideration will treat the claim dependencies as what 
they appear should logically have been.) 
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Claim Rejections - 35 USC §103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

4. Claims 1-52 are rejected under 35 U.S.C. 103(a) as being unpatentable over Plester et al. 
(US pat. #5,067,616) in view of Bachur, Jr. et al. (US pub. #2003/01 1 1607, with effective filing 
date of Provisional application #60/236,164 on Sept. 29, 2000). 

1) In considering claim 1: 

Plester et al discloses an apparatus (Figs. 2 & 4) for monitoring the presence of an 
analyte in a vial (bottle) comprising: a vial feeding mechanism (inherent in Figs. 2-4 for feeding 
vials onto conveyor system 23, 31, 43); a conveyor (23, 31, 43) operatively associated with the 
vial feeding mechanism for receiving vials from the vial feeding mechanism; an analyzer (15, 
45) operatively associated with the conveyor for determining a value of a spectral property of a 
sample in the vial, the spectral property being dependent on analyte concentration (col. 13, lines 
19-25; col. 9, lines34-42 and col. 10, lines 31-38); and a mechanism for determining and 
generating signals indicative of vials wherein the presence of the analyte is detected as product 
vials and for determining and generating signals indicative of vials wherein the absence of the 
analyte is detected as rejected vials (col. 9, lines 42-45 and col. 10, lines 38-47); whereby the 
analyzer can be in the form of "headspace vapor analysis" that determines a value of a spectral 
property at a position within the headspace of the vials according to col. 18, lines 1-5, in which 
case the vials under analysis would inherently be closed to retain the headspace vapor); 
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While Bachur, Jr. et al. discloses a system apparatus for monitoring the presence of an 
analyte in a closed vial comprising an analyzer (152) for determining a value of a spectral 
property at a position within headspaces of the vials, the spectral property being dependent on 
analyte concentration (Figs. 4-13 and Abstract, whereby Figs. 8-9 show analyte presence and 
concentration detection based on detected IR intensity as well as spectral absorption peak); and 
known use of an indicator operatively associated with the analyzer for indicating the analyzed 
results in such a system (page 1, right column, lines 12-15). 

In view of the teachings Plester et al. and Bachur, Jr. et al., it would have been obvious to 
one of ordinary skill in the art at the time of the claimed invention to include an indicator 
showing the results of the analyzer such as taught by Bachur, Jr. et al. in an analyte presence 
monitoring system such as taught by Plester et al. so that an operator may be made aware of the 
monitored outcome to assess compliance of the rejection mechanism, e.g. to detect faults. 

2) In considering claim 2, Plester et al. and Bachur, Jr. et al. made obvious all of the 
claimed subject matter as in claim 1, wherein: 

It would have been obvious to one of ordinary skill in the art at the time of the claimed 
invention that the feeding function in a system such as taught by Plester et al. and Bachur, Jr. et 
al. can be implemented in a 2-steps procedure using a transporter between the vial feeding 
mechanism and the conveyor for transferring vials thereto without unexpected results. 

3) In considering claim 3, Plester et al. and Bachur, Jr. et al. made obvious all of the 
claimed subject matter as in claim 2, wherein: 

Since Plester et al. teaches detecting and separating rejected contaminated containers 
and accepted uncontaminated containers, it would have been obvious to one of ordinary skill in 
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the art at the time of the claimed invention to include a first vial counter operatively associated 
with the transporter for counting the number of vials received by the transporter in a system such 
as taught by Plester et al. and Bachur, Jr. et al. for use in well-known accounting practices such 
as inventory control and tracking the percentage of acceptable and rejected containers using 
additional counters at the rejection station, etc. 

4) In considering claim 4, Plester et al. and Bachur, Jr. et al. made obvious all of the 
claimed subject matter as in claim 1, including: 

—the claimed comprising a transferrer for receiving vials from the conveyor 
(transferring mechanisms for transferring vials between the detection station conveyor to the 
rejection conveyor 43 inherent in Figs. 2 and 4 of Plester et al.) 

5) In considering claim 5, Plester et al. and Bachur, Jr. et al. made obvious all of the 
claimed subject matter as in claim 4, including: 

-the claimed comprising a reject station (21, 49 of Plester et al.) operatively associated 
with the transferrer for receiving rejected vials from the transferrer. 

6) In considering claim 6, Plester et al. and Bachur, Jr. et al. made obvious all of the 
claimed subject matter as in claim 4, plus the consideration of claim 3, wherein: 

—the claimed comprising a second vial counter operatively associated with the transferrer 
for counting the number of vials received by the transferrer is met by said additional counters for 
the purposes of determining percentage of rejection, for example. 

7) In considering claims 7-9, Plester et al. and Bachur, Jr. et al. made obvious all of the 
claimed subject matter as in claim 4, wherein: 
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It would have been obvious to one of ordinary skill in the art at the time of the claimed 
invention that in order to implement well-known quality control of the contamination detection 
and rejection system such as taught by Plester et al. and Bachur, Jr. et al., a sampler operatively 
associated with the transferrer for removing sample collection vials from the transferrer, and a 
sample collection station operatively associated with the sampler for receiving the sample 
collection vials from the sampler can be used to sample the rejected vials for testing to ensure 
those vials should indeed be rejected, and a third vial counter operatively associated with the 
sampler for counting the number of vials received by the sampler can be used to track percentile 
errors to determine acceptable or unacceptable error rates to determine need for recalibration of 
the system. 

8) In considering claim 10, Plester et al. and Bachur, Jr. et al. made obvious all of the 
claimed subject matter as in claim 4, wherein: 

It would have been obvious to one of ordinary skill in the art at the time of the claimed 
invention that a labeler can be including in a system such as taught by Plester et al. and Bachur, 
Jr. et al. to be operatively associated with the transferrer for labeling product vials (accepted, 
non-rejected), received from the transferrer as a way to mark and differentiate them from 
rejected vials in order to prevent confusion between the accepted versus rejected vials. 

9) In considering claims 11-12, Plester et al. and Bachur, Jr. et al. made obvious all of the 
claimed subject matter as in claim 1, wherein: 

While Plester et al. indicated that the analyte can be in the form of various expected 
product ingredient or byproduct gases including hydrocarbons (col. 18, line 4 of Plester et al.) 
and carbone dioxide (Abstract of Bachur, Jr. et al.), it would have been obvious to one of 
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ordinary skill in the art at the time of the claimed invention that depending on the product 
ingredients in the vials, the residue analyte can include various substances and gases, such that 
monitoring an analyte including perfluorocarbon gas comprising perfluoropropane constitutes an 
intended use of a system such as taught by Plester et al. and Bachur for monitoring such vials 
having such particular gases. 

10) In considering claim 13, Plester et al. and Bachur, Jr. et al. made obvious all of the 
claimed subject matter as in claim 1, wherein: 

Plester et al. shows separating the vials on the conveyor by predetermined spacing in the 
monitoring system (Figs. 2 & 4) that inherently helps in preventing the signal from the 
analyzer from saturating the indicator as the vials are moved through the optical path of the 
analyzer. It would have been obvious to one of ordinary skill in the art at the time of the claimed 
invention that if a particular conveying arrangement/environment is employed or implemented 
such that such spacing is reduced when using a system such as taught by Plester et la. And 
Bachur, Jr. et la., a separator can be used between the vials on the conveyor to ensure prevention 
of such saturation. 

1 1) In considering claim 14, Plester et al. and Bachur, Jr. et al. made obvious all of the 
claimed subject matter as in the considerations of claims 1, 7 & 10, including: 

—the claimed comparing the measured value of the spectral property with a 
predetermined limit criteria to determine the presence of the analyte (17 of Plester et al.) 

12) In considering claims 15-16, Plester et al. and Bachur, Jr. et al. made obvious all of 
the claimed subject matter as in claim 14, plus the considerations of claims 11-12. 
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13) In considering claim 17, Plester et al. and Bachur, Jr. et al. made obvious all of the 
claimed subject matter as in the considerations of claim 1, including: 

a) claimed identifying the absorption peak and intensity (Figs. 8-9 of Bachur, Jr. et al.); 

b) claimed performing first and second spectral analysis of gas contained within a 
headspaces of a test vial and a sample vial, respectively, for comparison (col. 4, lines 8-45 of 
{Plester et al.) 

14) In considering claim 18, Plester et al. and Bachur, Jr. et al. made obvious all of the 
claimed subject matter as in claim 17, including: 

—the claimed wherein the spectral region identified is an 
infrared spectral region (col. 13, line 19 of Plester et al. and Figs. 8-9 of Bachur, Jr. et al.) 

15) In considering claims 19-20, Plester et al. and Bachur, Jr. et al. made obvious all of 
the claimed subject matter as in claim 17, including: 

-the claimed wherein the first and second intensities are 
determined from a height or area of the absorption peak (Figs. 8-9 of Bachur, Jr. et al.) 

16) In considering claim 21, Plester et al. and Bachur, Jr. et al. made obvious all of the 
claimed subject matter as in claim 20, wherein: 

It would have been obvious to one of ordinary skill in the art at the time of the claimed 
invention that either a partial least squares algorithm or a peak height algorithm can be used to 
determine the area of the absorption peak in a system such as taught by Plester et al. and Bachur, 
Jr. et al. without unexpected results. 

17) In considering claims 22-23, Plester et al. and Bachur, Jr. et al. made obvious all of 
the claimed subject matter as in claim 17, plus the consideration of claims 11-12. 
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18) In considering claim 24, Plester et al. and Bachur, Jr. et al. made obvious all of the 
claimed subject matter as in the consideration of claim 1, wherein: 

-the claimed quantitative monitoring is met by the concentration monitoring of Plester et 
al and Bachur, Jr. et al, and the claimed indicating vials wherein the quantity of analyte 
measured is different than the analyte in the product vials and detected as rejected vials is met by 
Abstract of Plester et al. 

19) In considering claims 25-36, Plester et al. and Bachur, Jr. et al. made obvious all of 
the claimed subject matter as in claim 24, plus the consideration of claims 2-13, respectively. 

20) In considering claim 37, Plester et al. and Bachur, Jr. et al. made obvious all of the 
claimed subject matter as in the consideration of claims 14 & 24. 

21) In considering claims 38-39, Plester et al. and Bachur, Jr. et al. made obvious all of 
the claimed subject matter as in claim 37, plus the consideration of claims 15-16, respectively. 

22) In considering claim 40, Plester et al and Bachur, Jr. et al made obvious all of the 
claimed subject matter as in the consideration of claims 17 & 24. 

23) In considering claims 41-46, Plester et al. and Bachur, Jr. et al. made obvious all of 
the claimed subject matter as in claim 40, plus the consideration of claims 18-23, respectively. 

24) In considering claims 47-48, Plester et al. and Bachur, Jr. et al. made obvious all of 
the claimed subject matter as in claim 40, plus the consideration of claims 15-16, respectively. 

25) In considering claims 49-50, Plester et al. and Bachur, Jr. et al. made obvious all of 
the claimed subject matter as in claim 40, plus the consideration of claim 47, wherein: 

It would have been obvious to one of ordinary skill in the art at the time of the claimed 
invention that the presence of perfluorocarbon gas in the closed headspace of the vial is due to 
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the presence of a sample such as a fluorinated liquid that comprises liquid perflurorocarbon in a 
system such as taught by Plester et al. and Bachur, Jr. et al. as an intended use of the vial 
rejection process for a particularly intended type of vials having particular residues. 

26) In considering claim 51, Plester et al. and Bachur, Jr. et al. made obvious all of the 
claimed subject matter as in claim 49, wherein: 

It would have been obvious to one of ordinary skill in the art at the time of the claimed 
invention that the presence of perfluorocarbon gas in the closed headspace of the vial is due to 
the presence of a sample such as a fluorinated liquid in one or more of the claimed perfluroro- 
liquids in a system such as taught by Plester et al. and Bachur, Jr. et al. as an intended use of the 
vial rejection process for a particularly intended type of vials having particular residues. 

27) In considering claim 52, Plester et al. and Bachur, Jr. et al. made obvious all of the 
claimed subject matter as in claim 14, wherein: 

Since the infrared spectral analysis in the Plester et al. and Bachur, Jr. et al. system is 
done from externally of the sample vials, it would have been obvious to one of ordinary skill in 
the art at the time of the claimed invention that such vials would either be made of a glass 
material or a plastic material "capable of affording" a spectral window through which specific 
analytes may be detected, i.e. a portion or the whole of the plastic vial is "capable" of allowing 
analyte detection externally. 

Conclusion 

5. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

1) US patents 5614718, 4971900, 6395538 and EU patent pub. EP0306307A2 



Application/Control Number: 10/062,206 



Page 1 1 



Art Unit: 2632 

—Similar container headspace analyte analysis/monitoring systems. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Benjamin C. Lee whose telephone number is (703) 306-4223. 
The examiner can normally be reached on Mon -Fri 1 1 :00Am-7:30Pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Daniel Wu can be reached on (703) 308-6730. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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